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USP Performance Verification Test (PVT)

Gluﬂszm%msmuquqmmw &

Ty Iwau, adan oigy
(¥ 6
mqﬂizaaﬂ
dl v Y = v v dl = o
1. Lwal‘mEmuum’mgua:mmLmﬁlﬁlLﬂmﬂumsm PVT
2. WNaTliiRuisnnuauaztzlamivasnmayin PVT lunminesaumsazaiguadsn
3. WalwgIuIavinnInasay PVT LLa:LLﬂawa"l@TasmgﬂéTaa
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pnduntnludadvndraylunisdrntiavesnysd lasoaldinslsadnainnaiy
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emMsvasRie mammgﬁammmﬂmlawmslmnmLLazmm:mmmw:mi%migmm
' a £ ° Y [ A A & v o
2838 TN IR NI REINATINIANIIT NG UTEANT AT WNINT W AIBUNITAIVANA A TN
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1 3ee
NNINAROUNIIALANEVAIL NI 31T udadltinTasilanagauniIasaigaadunn 138030
. . A ' = ] oo o o o =
dissolution apparatus G9uUdaanidunans apparatus Nlgnunaludwsuy mm%'wgﬂuuwamm
eur Apparatus 1 (basket) WAz Apparatus 2 (paddle) lagia3Iasfian it luanuIiasehinigs
o & o ' = A o A & '
ﬁmﬂumaumumiaaumUummzuuqmmwmmgmmﬂaLwal‘ﬁwammmm:ﬁLﬂu"l,ﬂazm
andad ulnen LLazﬁﬂﬁLﬁ@mqm%aﬁmmQ’l‘*ﬁm §RIULAT09 dissolution BuABINMIRBULNLL
N9NIAN NIaNLIBNIT mechanical calibration 28981 akd"9 9u8ILATY dissolution 1813
FINANITZNUABNNTAZAND b LTUNITUNTIVILNY basket WA paddle (wobble) NNTAINTIVDY
shaft ez vessel (verticality) ﬂ’J’]SJL%’JiEHJ“DENﬂ’]i%&un (rotation speed) ﬂ’liﬂ’mqwqmﬁﬂ“ﬁﬂlad
dissolution medium L0 uanmnﬁWﬁmIﬂLflwa\‘ia%%'gauﬁm (United States Pharmacopeia;
USP) H95 1M UANIINAREY Performance Verification Test#3a PVT 284La3a4 dissolution laglu
UNAINNRITNENINIATNITNAFBY PVT lasd1989a1udarinnua Analytical Instrument
e . 8 o [% { o o
Qualification U84 USP mm%u@lwﬁmw@aauLﬁ'mmaw}mmwsl,umu Performance
Qualification (PQ)

#@1389 : USP Performance Verification Test (PVT) Tunszuaunisniuguamnwen swa : 3002-1-000-003-12-2560 3w annidania : 2 wihsfia
Ailisw : ny.gow Iwdu, nyy.adan agy i : suthana.p@dmsc.mail.go.th, sasida.y@dmsc.mail.go.th &0 WTITI197% :
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2 NINAFOUANTIONEVDILASDIS aNAROLUNIIAZA18V0I8" (Performance Verification
Test; PVT)

PVT Wluminaseususinuzaasasasionasaumaazansvassnludusas performance
qualification ﬁﬂﬂaamﬁuuaﬂﬁl’mmiﬁ’l mechanical calibration “fj\‘lﬁ]”@lﬂu operation qualification
Tagraldasinualdfinsnasay PVT manssainnisdens niatndauinainias dissolution
%'%aLﬁaﬁmséﬁawﬂwgmﬂ‘%aovlﬁl,l,ﬁ nns1Asw drive belt /circulator wananiigsinmualinesay
udszdmn e taau nie 1 0 1udu Ysfitn3as dissolution 9x@8IHANNININ mechanical
calibration fiawianafivzisunagey PVT

nisnasay PVT lagnizy'lilu USP lu General Chapter #27af <711> Dissolution
a ﬂlé’f%”’sﬁ‘l”amsw@aauwnummzamlaaqﬂmnim%'aoﬁa (Apparatus Suitability Test) @
MRUA NARILLANY Apparatus 1 (basket) L8z Apparatus 2 (paddle) lasunmsinTuaNTU89
PVT azlddtaionisisnnadia (Geometric mean; GM) uazidlasidudanauyszansvesn1srin
w3 (Coefficient of Variances; %CV) Lﬂ%ﬁ'ﬁ%ﬁ”@ﬂ'smgﬂﬁaaLLa:LL;aiuz‘iwaawamsmaaum ole
JLUUQNIW 1SO 5725-6 lasinmasinisnaniuvad PVT fi'lu1971n Collaborative study 370
vasUfiinmsvasdszinasmizenin wawen Ysamalulouglsy swdmld uaziaifondrs

INWIW 25-30 LA

3 1pSavdan g lnnisnagan
a . . A A Ay o, ) a =
3.1 L@5a9 Dissolution Lflmmawaw’lmmmumaaumsa:mwaammwugﬂuuwauwa
& 3 6 1 [ nql’
IsenauasalnImang g adi
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- Vessel liumauzlanssnszuanduldsyanuimieiagilaviljisoduemsau 14
E%’]%%UUSSQ dissolution medium Lﬁalﬁmaaumiazmwaam I@UL@%QG dissolution ﬁm’mju
TuAUSIWINEIURUIVDS vessel L% 6, 7, 8, 12 Uaz 14 vessel LTuGH NIRIUNITNATOLANT
AANHUDIINIENATOUAIIRG 6 Wia/ualga G9iunIYn PVT 0n9viiamne vessel fazldnasay
mmzmwawﬁmmﬁfu fa nagay PVT 6 vessel Ium%ia\‘l dissolution ﬁﬁﬂﬁﬁ 7 %30 8 vessel
WaznAFaU PVT 12 vessel lsia3a9 dissolution Tiai 14 vessel ue vessel Tudnumnsiafi laf'ler
Wumnagay PVT azldamunsaldlummagaumsazansvasenlumuilszdle aaimn vessel
basket paddle W&z shaft m%:Qﬂﬁmmvl,i‘l,uu@iaz@‘i'nmuﬂ@stéTsJ serial number 34ld&3150
Iasunuldasudduneunssauifisuuaslniulsed

- dﬂdﬁﬂﬂ?ﬂ@&lgﬂtﬁgﬁ (Water bath) V‘imﬁ’lﬁﬂ’mquqm%gﬁmaa dissolution medium

T vessel Iaanaaaanimasay

ANN 2 Apparatus 1 (Basket) as Apparatus 2 (Paddle)

- Apparatus 1 %38 Basket (dugunisinazaunisazarsdwivldonaiouyduuy
24639 ansmetdunsinszuan vinanlanzaunuiduazunsd lasdgtesvisazunsiany
Jarinruauad USP %t <711> Dissolution

- Basket shaft |Juaudav89 basket z%m%'wiaLﬁﬁﬁ'ﬂLLﬂu%gumadm%aa dissolution
- Apparatus 2 38 Paddle \Juginsainaseunsazats anwuzidulumis Sdudmd
@im%ﬁ'mmumgmadm%im dissolution
3.2 maﬂuﬁma{ﬁ'mummamﬁﬂu (Calibrated thermometer)
3.3 WINNIL nm‘ﬁﬁhumiaamﬁﬂu (Calibrated stopwatch)
3.4 1n3asnansnInioulininuson (Hot plate stirrer)
3.5 ursudnangwmsuldiueIasnIug1s (Magnetic stirrer)
3.6 TANTAIFYYINAAL L3094 0&113UN 58 dissolution mediumilsznavuels La3aia
FYYINA NTIVNTBI UALVIATBITUAT

3.7 1A3DITIFRILINWIATIZANEIWANIFOULAIBY (Calibrated analytical balance)
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4 JRABRNISNAFAU PVT
4.1 miuﬂmsg'mﬁsﬁﬂum‘mmaau (Reference material) e
4.1.1 USP Prednisone Reference Standard
{ =) Qf a 4 =)
\Jus13019331% Prednisone ﬁﬁmwmqﬂﬁga naalay USP tWNaltlun13dtainevni
ﬂ%mmﬁmu@‘lﬂﬁuﬁmﬁ@mq@ (Current lot) Lgwa lapasuasgiwinlglunisi PVT
& o & o A e a
ummaagﬂLﬂmﬂmmumquﬂu USP Certificate 4azN13@TLNFITREALNIANTTIN
fnualriassuniglwniwninnImesay
4.1.2 USP Prednisone Tablets Reference Standard
=3 =Y = =Y l&’ =)
1weLda Prednisone 1W1AAMNLTI 10 JaANTY WAGUWlay USP msqluumuaamas’
£ o = A o P EY A = o & &
Fadaanul LR aqm%n“wao"lwmu 25 2IALTRLTUR WAZIIBINWANNTUNIIZANNTI
VLRINAAANIIRLANLUDILAA L ﬁdﬁ%ﬂ’!iLﬁULﬁ@]EI’WEL‘ILLLNGuiiﬁ}'%%ﬂ’jﬁﬁlzﬁ"lﬂﬁiﬂ(ﬂﬁa‘]_l
LLa:@i”aammaaujummﬁ@LLa:'S'u%mmsyuaamsmmgmnm%’aﬁaulﬁmu Tag

@32970uN N IL lrdn19nT89 USP (www.usp.org)

USP Prednisone Tablets RS USP Prednisone Tablets RS

Cat. No. 1559505 & Cat. No. 1559505 %
Unused or unopened blister li' Unused or unopened blister %
strips should be kept in the ooy strips should be kept in the -
secondary package. o secondary package. =
8130183 = 8130153 %
/
|
\
J » W

AINN 3 USP Prednisone Tablets Reference Standard

8 >9od REFERENCE STANDARD

PREDNISONE TABLETS 30 tablets

The nominal weight of prednisone in each tablet is 10 mg. Use only whole tablets.
See the certificate for additional information. Store in a dry place. Store at controlled
room temperature not exceeding 25°C. Unused or unopened blister strips should be

kept In the secondary package
Danger! Causes aye imtation. Suspected of damaging fertility or the unborn child

Causes damage to organs (endocrine systam) through prolonged or repeated
exposure.

Obtain special instructions before use. Do not handle until all safety precautions have
been read and understood. Wash thoroughly after handling. Wear protective
glovesiprotective clothing/eye protection/face protection. If in eyes. Rinse cautiously
with water for several minutes. Remove contact lenses, if present and easy to do.
Continue rnsing. If eye irritation persists: Get medical advice/attention. If exposed or
concerned: Get medical advice/attention. Store locked up. Dispose of
contents/container in accordance with local'regional/national/international regulations.

LOT: RO01B0O

Vet wo vssasos " anonat mta i soan | INANEIME R N A
CAT. NO, 155958086 Material mfd. in Spain

For use with speched USP compendial iests
Mot for use as adrug. See SDS prior to use at www.usp.ong'sds

MR 4 2317 USP Prednisone Tablets RS



http://www.usp.org/
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4.2 @anavii lEnadgaun1sazaiy (Dissolution medium)
n1Inasay PVT 4 Apparatus 1 waz 2 9z1F dissolution medium 1dushanufiveyluly
USP Certificate lagazdasrinnisindanasannialuiin netiniedaianinadan1sazans Ao
Wasa1nd LiHedannnnIaza18vaInada1neli dissolution medium azdnadaniInasay vinlw
ArmIazansvasaienluniInaseuiugInimniadindtanuduats wansnasaunlaasls
GER
QU
4.2.1 25n13n1aanada1n 6 (Deaeration)
L e 4 = . . . o ' A
AUUITI 11w dissolution medium Imglumaqmvxguﬂizmm 41-45 2IALTALT
wianulawasomialasld magnetic stirer annsunsasimaldnzgyainianu
membrane filter ¥41@ 0.45 lulasiuas (HVLP type ®3aifsuivin) uaztiulanasarnie
@ . . A a A a = v o v o A A
lauld magnetic stirrer diadn 5 w17l WlataIpaiaiaudrinlulsviuilasgunndves

dissolution medium A13@1NI1 37 adeLTaLTY AT aWSNYININNINARAL

4.3 InManNINADL
mowasanmyfsanasarmaluingiidu dissolution medium wi IS maseay
AT UAD U

431 sasnlwlevinmeiniszanm 499 n$u (vinriu 500 Jaaans) asluudas vessel 7ild
Tumanagay wiotiwiinesinmin

4.3.2 ﬂizﬂauqﬂﬂizﬁm%ad dissolution @i vessel shaft basket/paddle A35LWAN
‘ﬁmULmjLLa:@hLmuwaaqﬂmfﬁﬁW I@slmehLmuwaaqﬂmtﬁﬁlﬂfﬁ@mmm
LHUAREANTLLIWMINATL [ansaTageuLdalinnnuAawaanURans
nagay

433 gu dissolution medium 1%“1@Tqmﬁnuﬁﬁ 37 + 0.5 a3 TaLS s lasld
wasludinaiiagungil

434 nudaen USP Prednisone Tablets RS 88NaNALNILTIY lasunanIaaulag
dasannanailiidasnfaanudens wazaarldidasriuinasanindas
sananuRILE IR Tastwlasntn nafianansasiidesnldvinmnasey PVT
Iilaelisdudastoinmindesudazidanaunagou

435 15UGWNINAROULARE apparatus I@ﬂl"ﬁﬂ’nwﬁasaurmmu 50 saudawfl 14
22181 30 WIN
- Apparatus 1 (Baskets) 1M3tfiaenaslu basket Auws Usznoy basket 1A

shaft 303U INAFALNSIIN basket ﬁjuaﬂu dissolution medium

- Apparatus 2 (Paddles) #eianiiaenadlu vessel Vlﬂﬁ%muawé“au 9% 590

LANINAROLRRIANLAA mamaagjﬁ“umaa vessel
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436 FINANIAZANLVBIAIALT ANBULANTUANAIVDILT ANHIAZVBINTAYUVDY
basket/paddle Lazn1ItAaWaIaINe

437 fensunian 30 wifi IWaaasazaueaating (sampling) AdurikanananazEning
NI%IUB4 dissolution medium LLa:é’?’Juuuﬁqm“llad basket/paddle uazl¥iringann
21 vessel Maanin 1 wufilwas 13ondunieiiin Sampling Point (A) &9
uaslunnd 5

I
\ Sampling Point —— Sampling Point
: Vessel
Iy — - Vessel
L ®
1
| _— Basket | Paddle
'_._,_._.-—""" /

o
U Prednisone Tablet \% Prednisone Tablet

2NN 5 Sampling point (A)

438 NIBIRIIRZANLTIUANAIINNNT sampling §138ZANBN vessel oM
srazvaspnRuonarwly nsaslagldwansessiia PVDF v 0.45
Tulasiwas feansazaeingas 5 Saansusn uFLALATazauEIunED

439 Wmsazasliiadiniganiuuas (absorbance) fnnupInan 242 W luwas
Tagldinsasmalaslnladines (UV-VIS spectrophotometer) tiNamLSunasas
Prednisone ‘ﬁazmﬂ I@mﬁ&mﬁumiazmﬂm@ligﬂu USP Prednisone Reference
Standard AiINTIUANUTUTY

4.3.10 1en absorbance Mlaa1nMyIta Tl wIarndn % labeled amount Li®
W lEUInIe1 GM waz %CV

4.4 nnsuiana (Test Interpretation)
MInasaURINIIARaNYINMINasaUld 2 WuY fa Single-Stage Test %38 Two-Stage Test
4.41 n1snadauLlul Single-Stage
1. NOFBUNMIAZAINNEUNIIVDY vessel lagl USP Prednisone Tablets RS ¢inuiig
= = ¢ & € Ao A @ ! N
82 1 19 UUNNANYaTIEUANITAZANY Th LIANNTHNAKE Lﬂawmmnmﬂmglugﬂ
'Y ' A ! % ° o A Aa A
natural log scale LRIRIANLRREY WATAININKLUT (R1NIULATAING 12 n7a 14
dunikd Tlgaainann laglidasrinnmmasauinuLdy)
2. #niueTasndtasnin 12 dwnid 1Avieuauaaui 1 $18na39 LaIAIUITNAN

AR ULAZATNITH LS
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° ' A ' A ' ' o Y & =
FUWIMAIANRALVAIANRRY 2 f1 WS AINIRWLLT 2 A1 N1ANNTWADUN 1 e 2
wilasanulaanniuaani 3 1lua GM was %CV

= A A o <& A o &l [ i A
WU ABUNAN NI UABUN 4 NUTINMH NBBNTLV84 Single-Stage 1ua13197
1 laafid1 GM ¢4 laiaanuanT9ntinue Lazan %CV dadbiuinnInniivue ¥in
& . R & o , ' A ' &
nizassaglinuaiaina uladn inJesiwnmsinisnasay PVT

4.4.2 nsnadavuuy Two-Stage

1.

maaumiazmmnﬂ@‘inmﬂwao vessel I@Ell“f USP Prednisone Tablets RS ¢intki1bd
= - ¢ = & A o = > ' LY
8 1 109 UUNNANYaSETUANITRZANY b LIANNHIAUE Lﬂaﬂummﬂmﬂ%aglugﬂ
natural log scale WIALARLUAZATNITNWLLT
LUadAINE laaNTWAaWA 1 LTUAT GM LAZAT %CV LAILUSIULA B UNANUTI
WMNNEaNTUVaY 1st Stage of Two Stages H1a15197 1 laafid1 GM dadlsiaan
WANTINTRUA LAz %CV dagliinnnInnfmInue
tnIrada lutwaani 2 ag’slummwi’@”aﬂa'n LUa7 LATAIHIBLN RN NN TNARA L
\ \ \ £ o a v o \

PVT udnindnladnitslaagluinmat 1st Stage of Two Stages liviminasauda
lutuaann 4

a ' A o @ & A A A @ - \
ATAMNNAN %CV NEuInldanuaaui 2 JaunninnIawinny Futility factor bl
fa9rinnsnasaudaly 2nd Stage of Two Stages lagRaNTHIN apparatus L
1% vessel NI AILRAIIUANTNN 2
o & & ~ I & & & Ao A
YMINagaus g awi 1 UnNnandasioudni1Tazans m LIaINmMuue 1Wasn
Adanaliaglugy natural log scale udmanafuLAzAIN T
FWIARIANRRLVAIANRRY 2 f1 WAZAINIHWLLT 2 A1 NldanTwaann 1 uas 4
wlasdnnw ldanauaani 5 1ud1 GM waze1 %CV

a A AN o & A o & o
WIHUANUNAN AN NTUAaUN 6 NUTILNMTNEBNTU2BI 2nd Stage of Two
Stages 14@177197 1 laafNd1 GM dadliaanuantINMAne wazd1 %CV dad byl
YNNINNAAUG mﬂﬁ'aaaamagﬂmﬂmsﬁd’aﬂdn w81 LaFadHwN TN INaFaL
PVT
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4.5 LNWNNITLBNTU (Acceptance limits)

@397 1 iNUNILaNILYEINaN3YY PVT (*drfiuanslodmsusuiinde R05991)

. ] Two-Stage
Apparatus | # of vessels NN 1" Stage of Two Stages 2" Stage of Two Stages
GM* %CV GM* %CV GM=* % CV
0 56-88 - 56-88
7 61-81 8.6 11
1 8 56-87 56-87
12 i ¥ na
14 i na
6 73 7.2
7 72 29-37 5.5 28-39 7.1
2 8 28-39 7.0 7.0
12 7.2 na
14 Tl na

* Percent of the labeled amount of prednisone dissolved at 30 minutes at 50-rpm

ANTIAINEILEAILN UM NNTLANTLVBINANIINATAL PVT 284 USP Prednisone Tablet
Reference Standard s;uﬁwﬁm R05991 1Nt LilasanninmainIsueNsuaInsAsaL PVT 22
LL@ﬂ@iﬁdﬂ”%IuLL@iazjuﬁwﬁm FIRITUTURLLDUANANITNAFTOL PVT WAZNITATUIMNAAINGNIDE
s:qagiuiu USP Certificate 284 USP Prednisone Tablets Reference Standard mm;uﬁwﬁﬁm'%j@
(current lot) ﬁfﬂﬁmiﬂzﬁ@i’admaaaam;na%ﬁauﬁ’]mimaaﬂ@Ummmﬁuﬁu"lﬁmm’?uvlmﬁ
WWW.USp.org

A19199 2 Futility Factor

No. of Vessel
Apparatus
6 7 8
1 6 16 16
2 10 10 10

4.6 NIANWI
NIEIWITE GM LAz %CV ’R1A1IDFIWIIALe 2 35 dwimwlagltlisunsy Microsoft
Excel® aauaadlunwi 6 wialtlusunsuduinmaluivlad USP (Web calculation tool) @4

LRAILWAINND 7
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Run 1: x), X2 ..., X, in natural log scale: Lnx, Lnx, ..., Lnx,

Run 2: X,01, Xpea, .o X2 Innatural log scale: Lo X, Lnxg,, ., Lnxs,

Ist Stage of Two-Stage for n=6, 7, § and Single-Stage for n=12, 14:
GMI1 = explaverage (Ln x; Lo x.))
2CV1 = 100*sgrt(expivar(Ln x;-Ln x,)) =1)

Simgle-Stage or 2nd Stage of Two-Stage for =6, 7, 8:
M = expiaverage((average (Ln x;-Ln x,)), (average (Ln xp - Lo x2,)))) = explaverage (Ln x-Ln xz,))

YCV=100%sgri{explaverage({var(Ln xy Ln x,))(var(Ln x4 Lo x3,) 1)) =1)

Xpl exponental (e7) VAl varance SqQre: square root LTy LULY, conversion [acior o percentage

AN 6 NIA I GM Uaz %CV lael7lisunsu Microsoft Excel®
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Performance Verification Test Calculation Tool
Q1. Plesse select the Reference Standard Lot: R05991 v

Q2. Which Dissclution Apparatus are you using?

o

Q3. Which configuration of dissolution test assemblies are you using?

B2

Q4. Please choose the tesing procedure you will be using to perform your calculation?

1-stage 2-stage

PVT Calculation Tool V2.0

Apparatus 1 - 1-stage test for equipment with 6 positions Apparatus 2 — 1-stage test for equipment with 6 positions

This worksheet is for use for the PVT for Apparatus 2 with 6 positions where a
decision has been made to use the 1-stage option

This worksheet is for use for the PVT for Apparatus 1 with 6 positions where a
decision has been made to use the 1-stage option

The valid use of the PVT requires that the choice of 1- or 2-stage testing is made
before beginning testing. The use of this worksheet is not valid if the choice of
1- or 2-stage testing is made after examining the data,

The valid use of the PVT requires that the choice of 1- or 2-stage testing is made
before beginning testing. The use of this worksheet is not valid if the choice of
1- or 2-stage testing is made after examining the data,

Acceptance criteria for USP Prednisone Tablets RS, R05991 Acceptance criteria for USP Prednisone Tablets RS, R05991

GeoMean, lower 56 GeoMean, lower 25
GeoMean, upper 39

%CV, upper 7.3

GeoMean, upper 28
%CV, upper 12

Enter data as dissolved at 30 mi as p

of 10 mg.

Enter data as dissolved at 30 mi as p of 10 mg.

(Data entered with more than three decimals will be rounded to three.) (Data entered with more than three decimals will be rounded to three.)

Run 1 Data Run 2 Data Run 1 Data Run 2 Data

S —
o —
S —
S —
S —
S —

= —
o —
S —
S —
S —
S —

AN 7 NIFIeE1 GM Uas %CV laerls Web calculation tool

= —
-
S —
S —
o —
S —

|
iz
ol
|
S —
S —

10
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Suﬂagﬂ
NNINARAY PVT UadLaIaddo dSSOMﬁonLﬂuﬂﬂi@ﬂﬁﬁwLﬂwﬁzﬁwmadLﬂ%ﬂﬁﬁaﬁif
A & P o LA o \ o @ =& A A
I RtA) LLa:LﬁJumsﬂi:ﬂuqmmwNamﬁmaammmmgﬂ@aaLmum"l,@”lmmwm Tunsoin
NANIINARAU PVT Na it lla1unmsininvune a19da9na1smnetaduaunaninitaain
A A A, v 'Y A A \ A . . x>
lA3addaNnyiIMInasay EuA RAMWLIARaNTAILATIND LTW N13I19LATAY dissolution INaNU
A . A A oA v a [ A . . & v & @ =
L\A384 sonicate ®IaLATaILYEN NN IRLAANTFUELLAaY (Vibration) 1udn msiAuThs B e
prednisone NlENagal TINHINNUTIUIYVOIRNILATIZA %oﬁfﬂ’imsw:ﬁﬁaammmqLLa:LLﬂWIm
) < X = A A A a € o & ° Yo a A
IRz’ IBMIFaUEULATaINaN M M NITILATIZR A LN FILR N B U RN AL ATz A
A < A A A & o A & o o A @
ANNLTAN I ULATDITTLATIERN LT NaﬂﬁiaLﬂiﬁx%uﬂaﬁwgﬂ@aauuusnLwalﬂﬂizuauﬂﬁi
ﬂauquqfunﬂwUWLﬁuﬂﬂmwuwﬂ@sgwuaﬂna a%ﬁaﬂawuﬁﬁﬂaluqrunwwmaaﬂwuﬁqﬂaWﬂSﬂwo
6 (%
ﬂﬂsuwwﬂua:ﬂszmﬁﬁugimﬂﬁ

6 LANAIID1IDY

1. United States Pharmacopeial Convention. <711> Dissolution. The United States Pharmacopeia - National Formulary: USP 40
- NF 35 2017. 35" ed. Baltimore, MD: The United Book Press, Inc.; 2016. p. 588-98.
2. United States Pharmacopeial Convention. <1058> Analytical Instrument Qualification. The United States Pharmacopeia -
National Formulary: USP 40 - NF 35 2017. 35" ed. Baltimore, MD: The United Book Press, Inc.; 2016. p. 1137-43.
3. Dissolution Toolkit Procedures for Mechanical Calibration and Performance Verification Test Apparatus 1
and Apparatus 2. [Internet]. 2010 [cited 2017 Dec 5]. Available from:

http://www.usp.org/sites/default/files/usp/document/our-work/reference-standards/dissolution-toolkit-

version2.pdf.
4. Certificate of Prednisone Tablets. [Internet]. 2017 [cited 2017 Dec 12]. Available from:

http://store.usp.org/OA HTML/usp3_ibeuspcertiPrevLot.jsp?&CatalogNo=1559505.

5. Calculation Tool for Performance Verification Test Calculations. [Internet]. 2017 [cited 2017 Dec 12].

Available from: http://apps.usp.org/app/USPNF/pvtCalculationTool/.

11



